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RT.RR.ft. 696( 31).— sftafsr #[ 3RRSR RTR?ft fRRR, 1945 ^ 3#T R#R1 5# % #cRRJ ## R9T ###54 
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RR23)#RKT12 3-fK HR1 23 ?RI SR 8 5131^7 RR?) #, '*RIRT R1#t t #f R3R *4R73?f # #S1FJRR 9$ RR) ^#R9l' 
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2. 3## 3#T RBRET RE# fRET, 1945 3— 

(ET) f#E 97 % e#ete (1) 3,— 

( 1 ) u 37 MWRR^%t^’ , ' 9 Kf ^TcTRi%R 1 Wni 
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(ft) :g % ftlft 1 "ft, %T 12 %'3TT^TT (R) ft" sfafa ftTlfcRt ft!Rt ^ ^ ftRflT 

«mn 3^h; eft wfpr ft^f Artt ^rmnr ’ ’ ts( ^ i 
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ftR f^tEpdT : — 

f^fftftft-RoftftoftTo WIT ftftl 28-10/45-ftft(T) ftlftfftT 21-12-1945 5TCT f?Fft; ftft £t 3Tfft1ft 

ftTC f^frPF 17-8-99 % TftoftTToffto TftM S90(3T) % '5171 ftftftftft ftlftT ftftT «TT1 1-5-1997 ftftT ft ? TTft?ftffrft atfftfft ftft 

Tram WRift fwr, 1945, tto ftft •qfr^K ftRftTft ftNwq (Troftw) % aftrfa ftft ■toter TTmrrt 3 Tf*rPm, 1940 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 11th October, 1999 

G.S.R. 696 (E).~— The following draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, 
which the Central Government proposes to make, after consultation with the Drugs Technical Advisory Board, in 
exercise of the powers conferred by section 12 and section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is 
hereby published as required by the said sections for the information of all persons likely to be affected thereby and notice 
is hereby given that the said draft rules will be taken into consideration after the expiry of a period of forty-five days from 
the date on which the copies of the Official Gazette in which this notification is published, are made available to the 
public. 

Objections or suggestions, if any, may be addressed to the Secretary, Ministry of Health and Family Welfare. 
Government of India, Nirman Bhawan, New Delhi-110011. 

. Any objections or suggestions which may be received from any person with respect to the said rules before the 
expiry of the period as specified above will be taken into consideration by the Central Government. 

DRAFT RULES 

1. These rules may be called the Drugs and Cosmetics (Amendment) Rules, 1999. 

2. In the Drugs and Cosmetics Rules, 1945,— 

(a) in rule 97, in sub-rule (1),— 

(i) the words “for internal use” shall be omitted. 

(ii) in clause (c), for the words and figures “Dangerous Drugs Act, 1930”, the words, figures and brackets 
“Narcotic Drugs and Psychotropic Substances Act, 1985 (61 of 1985)” shall be substituted; 

(b) in Schedule H, in Note, for the portion beginning with the figure and words “2. Preparations containing the 
above substances” and ending with the words “of the Drugs and Cosmetics Rules”, the following shall be 
substituted, namely :—■ 

“2. Preparations containing the above substances are also covered by this Schedule. The inclusion of a 
substance in this Schedule does not imply or convey that the substance is exempted from the provisions 
of rule 122 A.”; 

(c) in Schedule M, in Part 1, in paragraph 12, in sub-paragraph (a) for the words “significantly affects the 
quality or purity of the drug.”, the words “significantly affects the quality or purity of the drugs. No 
second hand or used containers and closures shall be used.” shall be substituted. 

LNo.X. 11014/4/98-DMS & PFA] 
DEEPAK GUPTA, Jt. Secy. 

Note.— The principal rules were published in the official Gazette vide notification No. F. 28-10/45-H(l) dated 
21-12-1945 and last amended vide GSR. 590 (E), dated 17-8-99. The Drugs and Cosmetics Rules, 1945 
as amended upto 1-5-1979 is contained in the publication of the Ministry of Health and Family Welfare 
(Department of Health) containing the Drugs and Cosmetics Act, 1940 (PDGHS-61). 
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